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DETAILED ACTION 

Applicant's amendment and response of 9/26/07 are entered. 
Claim 10 is amended. 
: Claims 40-45 are newly presented. 

claims 9, 10, 14-16, 34 and 40-45 are presently pending and considered. 

Double Patenting 

I A; rejection based on double patenting of the "same invention" type finds its support in 
the langukge of 35 U.S. C. 101 which states that "whoever invents or discovers any new and 
useful process ... may obtain a patent therefor ..." (Emphasis added). Thus, the term "same 
invention," in this context, means an invention drawn to identical subject matter. See Miller v. 
Eagle Mfg Co., 151 U.S. 186 (1894); In re Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); 
and In reVogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970). 

• A; statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in scope. The 
filing of 4 terminal disclaimer cannot overcome a double patenting rejection based upon 35 
U.S.C. 101. 

Applicant is advised that should 10 be found allowable, claims 41 will be objected to 
under 37 CFR 1.75 as being a substantial duplicate thereof When two claims in an application 
are duii)licates or else are so close in content that they both cover the same thing, despite a slight 
difference in wording, it is proper after allowing one claim to object to the other as being a 
substantial duplicate of the allowed claim. See MPEP § 706.03(k). 

: The claims comprise duplicate language and duplicate dependencies from the 
independent claims. Specifically, the independent claims differ in that Claim 9 is broader for 
encompassing any direct administration, while Claim 40 is limited to direct injection, which 
precludes topical administrations, lavage of surface tissues, etc. However, each of the dependent 
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claims -enicompass only the same options for administration, which can only be affected by direct 
injection into the tissues. 

35 use 1 12 f first paragraph - Enablement 

; The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

, The specification shall contain a written description of the invention, and of the manner and process of 
^making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
' which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth 
the best mode contemplated by the inventor of carrying out his invention. 

; While the rejection of Claim 10 is withdrawn, Claims 9-10, 14-16, and 34 remain 
rejected i|nder 35 U.S.C. 112, first paragraph, because the specification, while being enabling for 
direct adrninistration to the site proximal to the lymphnode, does not reasonably provide 
enableinent for any method of delivery which transforms macrophage cells at the site, for 
reasons necessitated by the amendments. The specification does not enable any person skilled in 
the art -to jwhich it pertains, or with which it is most nearly connected, to make and/or use the 
invention commensurate in scope with these claims. 

It is noted that the rejection is based on the newly proposed claim 40, and dependent 
claimsj which demonstrates that Claim 9 and dependent claims are broader than direct injection. 

Si)ecifically, direct administration is noted to encompass such things as topical 
administiktion (SPECIFICATION, p. 1 1 , paragraph 2). 

, However, such direct administration was known at the time of invention to be generally 
precluded due to the skin prosing a barrier to such transfection (e.g., Zhang, et al (1996) 
Biochemical and Biophysical Research Communications, 220: 633-636, ABSTRACT). It is 
noted that Zhang demonstrates the ability to specifically transform skin cells through electric 
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field af)plication, however, Zhang does not demonstrate that macrophages are similarly 
transfbrnied, and Applicant has no specific direction to transform the cells via electric field 
application. 

, Hence, the Artisan would have to experiment to determine those embodiments which can 
transfomi the macrophages sufficiently and drain to the lymph node target, which is undue as it 

amounts io inventing subject matter specifically encompassed for Applicant. 

j 

;;Hence, the claims are not enabled for those embodiments not directed to direct injection. 



; The following Art rejections are made in light of the recent decision by the Supreme 
Court of Ithe United States: KSR v. Teleflex, 550 US 82 USPQ.2d 1385 (US 2007), which 
demonstrates the rigid application of the TSM test is incorrect, and no specific motivation 
is required, and hence, the present rejection is non-final. 

*. 

■ Claim Rejections -35 use §103 

'The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

i J i . ■ 

!,(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
; section 1 02 of this title, if the differences between the subject matter sought to be patented and the prior art are 
suph that the subject matter as a whole would have been obvious at the time the invention was made to a person 
: haying ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
j.manner in which the invention was made. 

' Claims 9, 10, 15-16, 34, and 40-45 are rejected under 35 U.S.C. 103(a) as being 
' unpatentable over US PAT APP NO 2004/0063652 to Jolly, Kataoka, et al. (1997) J. Biol. 
Chem.; 272(29): 18209-15, US PAT NO 5,783,567 to Hedley, et al., Samlowski, et al. (1988) 

! 

Regional 'Immunology, 1(1): 41-55, US PAT NO 5,763,416 to Bonadio, et al. 
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Jolly teaches the use of plasmids (e.g., paragraph 0037) to effect the transformation of 
macrophage cells, to effect killing (e.g., paragraphs 0067-71) and for general secretion of 

i 

proteins that block pathogenic interactions local to the cell (paragraph 0155), which requires 
secretion signals. 

; Kataoka teaches the human CD 156 gene, and its promoter sequence as specific for 

I' ; 

macrophage expression, as well as the structure of such promoters (p. 18215). 

i 

Hbdley teaches the transformation of macrophages of the draining lymph nodes by 
subcutaneous injection (e.g., col. 8, paragraph 3), and Samlowski teaches that macrophages were 
known to: drain to the lymph nodes local to the site of injection (e.g., ABSTRACT), hence, 
macrophages drain locally and not distantly. 

i 

■ i 

: Bpnadio teaches that the SV40 polyA signal is a standard signal for termination of 

<; j , 

transcripts (e.g., EXAMPLE IX). 

; Fi;om the confluence of this, it is clear that Jolly teaches transfection of macrophages in 
vivo withjplasmids, Hedley and Samlowski teaches that it transformation of the macrophages 
will lead to transfected cells in the draining lymph nodes, and Kataoka and Bonadio teach the 
required signals for expression of a gene in macrophages. 

, Therefore, at the time of invention, the method would have been obvious. The Artisan 

would chi)ose a site local to the lymph node target because the macrophages were known to drain 

. i ■ ■ ■ . 

to local lymph nodes. Still further, the Artisan would inject the plasmid by IM injection in order 
to deliver it to a lymph node local to the muscle injection site. Moreover, the Artisan would have 
expected success, as the transformation of macrophages was already well known and the 
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draining of such macrophages to lymph nodes was well known in the Art. In addition, the 
obtained result would necessarily be obtained as the macrophage is secreting the protein. 

Arguments of specific motivation are now precluded by KSR v. Teleflex. In essence, 
Applicant's claims reflect what is already known in the Art to occur and is simply another 
method that the Artisan would be capable of performing prior to the invention in order to get 
proteins ijito the lymph nodes. In addition, without a requirement of the amounts of protein or 
some oth^r limitation such that the Artisan would not expect it to work, there is a reasonable 
expectation of success. 

' ; CONCLUSION 

i Np Claim is allowed. 

: Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert M. Kelly, Art Unit 1633, whose telephone number is 
(571) 272:0729. The examiner can normally be reached on M-F, 9:00am-5 :00pm. 

^ i 
, I 

: Ifjattempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on (571) 272-0739. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

systemf^ seb http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

systeni, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Robert M. Kelly, Ph.D. 
Examine^ USPTO, AU 1633 
Patents Hjoteling Program 
Mailbok 2G70, Remsen Building 
(571)i72-:0729 




